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5 10(k) Summary of Safety and Effectiveness
TRIMED EASYLOCK OSTEOSYSTEM XXS PLATES

Submitted/Distributed By: TriMed, Inc.
27533 Avenue Hopkins
Santa Clarita, CA 91355
(800)633-7221

Registration No.: 2031009

Manufactured By: Biotech International
305, Allde de Craponne
13300 Salon De Provence
France

Registration No.: 3005270144

Prepared By/Contact Person: Doug Steinberger
Phone: (661)255-7406
Fax: (661)254-8485

Proprietary Name: Mini Plates or XXS Plates

Classification: Class 1I: Screw, Fixation, Bone
HWC - Section 888.3040
Class 11: Plate, Fixation, Bone
H-RS - Section 888.3030

Summary Preparation Date: July 28, 2011

Indications for Use:

The EasyLock XXS Plates are indicated for fixation of fractures in phalangeal and
metacarpal bones.

Device Description

The XXS Plates utilize the same integrated locking system for screws as the Xtremities
Plates cleared in K05068 1. The titanium plates have PEEK-Optima® inserts which enables the
screws to be locked at the desired angle by means of a "self-tapping" effect. The XXS Plates are
thinner and smaller diameter screws (1.7mm) have been designed for use in small bones
including the metacarpals and phalanges.
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Substantial Equivalence Discussion

When compared to the predicate devices listed below, substantial equivalence is based
upon similarities in design features and dimensions, overall indications for use, and material
composition.

510(k) Number Device Name or System Manufacturer
K050681 EasyLock Osteosystemn Manufactured By:

Biotech International
Distributed By:
TriMed, Inc.

K08 1546 Small Bone Locking DePuy Orthopaedics
Plating System

K961497 Profyle Hand and Small Stryker, Howmedica
Fragment System

The new product does not change the intended use or scientific principles used for safe
± and effective implantation.
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DEPARTMENT OF HEALTH & HUMAN SERVICES4 I oad and Drig \immistramlo
10903 New% I-Iainpsire A venue
Document Maid Center - \V066-G609
Silver Sping. NMD 20993-0002

TIriN'ld In1c.
$4 DougL Steinberger

253Aveu l-opkins C -bci
Santa Clan U CA 91355

Re: 1(111266
Tramde/Device Name: E'asyLock Osteosystem XXS Plates
Reaullation Number: 21 CER 888.3030
Reg'ulation Name: Single/mlulki pie component metallic bone fixation appliance and
accessories
keg tuhirI Class: 11
ProdcIIt Code: 1-I.S/l-IWC
Dated: September 2 0O'. 20 11
Received: September 2,rd, 201l

Dear N*4r. SteinberuLer:

We have reviewedi Vour1 Section 5 10(k) premarket notificationi of in tent to market the device
re terenced above and have determined the devi ce is stibstanti aly eq triva,-lent (for the indications
for use sttetd in the ene Iostire) to legally marketed pied icate devices marketed in interstate
commerce prior to Mlay 28, 1 976. the enacte nt date of the iMed ical Device Amrendment~s. or to
devices that have been reclassified in accordance with the provisions of the Federal Food, DI rtiu
and Cosnet ic Act (Act) that do not req uire approv\alI of a premarket appro va I application (P N] A).
YOU flay, therefore, market the device, subject to the general controlIs provisions of the Act. 'Ihle
ueneral controls provisions of thre Act HIinL ode requ~irIeents for 1a11)ual registration. l isti ng of'
devices, good manUffieturi Ili, practice, labeling, and prohibitions .atui ust iisbrand i n and
adlt[eration. Please note: CDRA- does not evalteM ilbfrMation reClated to contract, liability
warranties. We Irmind VO ti. howveverit that device I abe linL Miu st be t[ I Ut h fi Ii Id no0t islead inu.

Ify~our device is c lassiftied (see above) into either class [[ (Special Controls) or class Ill (P Ni A). it
May be stibjct to aldditional con1trols. E"xisting m~Jor' reg ulationis [ifThctinu your device can bie
found in the Code of Federal Regulations. Title 2 1.I' Prs 800 to 898. In add ition. FDA may
publish further annIouncements concerning your device in the Federal Register.



Pae2 - Ir. I)OuLi Stcirnbe2ruer

PlIease be advised thI at IFD A's issian cc o I a sLubsta I ialI eciuivalene ie (Icteirm ioin does [lolmeanI
that IDA has madle a dleterminationl tint ye tir de\' ic COm p lies WithI otherCI req ti Ic mIen [Its Of' the ActI
Or anyV Federal statu-tes and regu1latios administered by other Federial auencies. You must
comlyI withI al IthIIie Act's requir-Ieents, finlIuding, but nlot l imited to: registr ation and l isting (2 1
GFRk Part 807); labeIlng, (2 1 CFI R Part 80 1); 111cdi calI device ICpiorI-[illu (reportinIuI of' m1edicalI
dlevice-related adverse events) (2 1 CFR 803); ood map]urn practiCe requLirementIIs as set
For-th inl the (I Lal it system~s (QS) regulation (2 I CFRl Part 820); an ir I Ca pplIicable, the c I ectire iiC

product radiation conitrol provisions (Sections 53 1-542 of the Act): 2 1 CFR 1000-1050.
If Vou desire spciFic advice for your device oil our labeling regLulation (2 1 CFR Parr 801). pleaise
go to h11 lt /ww d.cyAbu ACnes I e/DR-/ II0Fle/cn[S809. him for'
the Center for Devices and Radiolocua iced-Ialth' s (CD K [-l's) Of'fice of Cornp i ance. Also. pleaise
note rlil e regulation eintitled, "NMis brandling by rceieecec to prernarketrificeatioii' (2 1CFR Part

80.9)Frqtiestions regar(Iiil the report i ng oF adverse evenIts und ie r the IDR regulaltion (2 I
CFR P)art 803)), please go to

of StirVeillarlee aind Biomretrics/Division of' Postnlarket Surveillance.

Youa lilty obtainl Other genleral ilillornlatioil onl your respon11sibilites under0 the Act From thre
Div is ion of'Snmall Nian tLfactUre rs. I nternlati oilal anid Con stiner Assistance at its toll - Free nlumber
(800) 638-2041 or (301) 796-7100 or at its Internet address

SinIcerely' yours.

Mlaik N. Nielson (
Director
Division of Surg'ical. Orthopedic
and Restorative Devices

Of1-ice of Device Evaluratiil
Cenlter for- Devices and

Radiological Health

Fiillue



Indications for Use

51 0(k) Number (if known): unknown 1  126

Device Name: EasyLock Osteosystemn XXS Plates

Indications For Use:

The EasyLock XXS Plates are indicated for fixation of fractures in

phalangeal and metacarpal bones.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart 0) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Conufrnceof CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Surgical, Orthopedic,
and Restorative Devices
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